Background: "Diagnostic accuracy" refers to the ability of medical tests to provide accurate information about diagnosis, prognosis, risk of disease, and other clinical issues. Published reports on diagnostic accuracy of medical tests frequently fail to adhere to minimal clinical epidemiological standards, and such failures lead to overly optimistic assessments of evaluated tests. Our aim was to enumerate key items for inclusion in published reports on diagnostic accuracy, with a related aim of making the reports more useful for systematic reviews. Methods: We examined published reports on shortcomings of studies of diagnostic accuracy. We prepared an initial draft of a checklist to address common errors and presented it at a meeting of editors. After incorporation of comments from editors, we published a revised version in Clinical Chemistry in 1997 for comment from readers. One of us (E.M.) additionally circulated copies of the draft to methodologists and others interested in Evidence-Based Medicine. We updated the checklist with input from these sources. Results: The updated document lists items for inclusion in the title, abstract, methods, results, and discussion sections of published papers. Depending on the nature of the study, the total number of items for a single paper is ϳ40. We invite comments on this document, which is freely available at Clinical Chemistry Online, where it can accessed readily from the 
Conclusions:
The suggested revisions incorporated in this report appear useful to ensure inclusion of additional information that can allow assessment of the validity of the conclusions and the applicability of the study in other settings. The list can be useful in formulating guidelines and a checklist, which will require testing by authors and study of their effect on published studies of diagnostic accuracy.
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Modern medical practice makes extensive use of laboratory tests, radiological imaging, and other technologies in decision-making regarding diagnosis, prognosis, monitoring, screening, and risk assessment. Despite remarkable technical testing methods and continuous improvement in analytical accuracy and precision of tests, the evaluation of the diagnostic accuracy of new tests often has received only modest attention. Thus, available tests may be analytically accurate but not provide reliable clinical information for diagnosis, risk stratification, and other clinical matters. Recent reports (1, 2 ) have documented that most published studies of diagnostic accuracy of clinical tests fail to meet (or fail to document adherence to) reasonable methodological standards. Moreover, the very recent study of Lijmer et al. (3 ) clearly demonstrated that failure to adhere to such standards produces overly optimistic estimates of diagnostic accuracy. This empirical evidence made clear the need for better clinical evaluations of medical tests (3 ) .
In 1997, we proposed items to include in a checklist for reporting of studies of diagnostic accuracy (4 ). The proposal prompted valuable comments from numerous individuals, including statisticians, methodologists, editors, and researchers. Most comments have been positive, and all have been constructive. An eminent statistician correctly noted that most studies of diagnostic tests do not follow the model of a prospective clinical trial that appeared to guide the thinking in the proposed guidelines. He emphasized the need for "good information on exactly how patients were selected for inclusion in the study, and on clarity in reporting the results". We have tried to keep our eyes on those needs, and hope that further work will produce a document that best reflects the prevalent study designs in this field.
In the updated checklist below, we have incorporated the vast majority of suggestions that we received. The present authors, however, did not agree even among themselves on every item that we proposed to each other. The wording below thus reflects compromises and not a unanimous opinion of the authors. One concern is the term "diagnostic accuracy", which some feel will be confused with analytical accuracy. For better or worse, however, the term is well entrenched in the literature, and proposed alternatives seemed to have more problems than the present term.
"Diagnostic" is used here in the sense of a diagnostic system (5 ), with awareness that multiple factors (including medical history and physical examination) other than an evaluated test usually enter into a medical diagnosis or decision. In medicine, "diagnostic" tests find uses as aids for diagnosis, prognosis, monitoring, screening, and risk assessment, as mentioned above. Studies of "analytical" accuracy logically should precede studies of diagnostic accuracy; guidelines for such studies have been published [e.g., see Ref. (6 )]. We do not address here how to report studies of nonanalytical sources of variation (including biological variation), which logically should be evaluated at an earlier stage of investigation, or studies of costeffectiveness, which may require a distinct protocol. 13. Indicate that these guidelines were followed.
Checklist for Publications on Studies of Diagnostic

Results:
A. Study Subjects:
1. Inclusive dates of accrual of subjects. 2. Sample size achieved. 3. Numbers of subjects who were excluded, reasons for exclusions, and their timing. 5 Spectrum bias: "Spectrum" refers to spectrum of disease. Bias may be introduced when, for example, only patients with advanced (presumably readily diagnosed) disease are included. 6 Reviewer bias occurs when the performance or evaluation of a test is influenced by knowledge of the results of other tests. 7 Verification bias may occur when the criterion standard test is applied to only a subset of the patients or subjects. 8 Treatment paradox occurs when a positive test result successfully identifies patients at risk who then receive an effective therapy and thus have a favorable outcome despite the positive test result. 
